ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

VEPURED gvécipo evaidpmpa yio xoipovg

2.  MOIOTIKH KAI ITIOXOTIKH XYNOEXH

Kabe 660om tov 1 ml mepiéyst:

ApOOTIKO GVGTATIKO:

Avacuvvdvacuévn PBepoto&ivn 2e g E. coli RP*>1,50
* RP — Zyetikn opactikotnta (ELISA)

AVOGOEVIGYVTIKES 0VGi0ES:

Aluminium hydroxide (Al *%) 2,117 mg
DEAE-dextran 10 mg
"Exdoya:

IowTtki] 60vOEG EKOOYMV KOl GAL®OV
GUGTUTIK®V

Simethicone

Sodium hydroxide

Disodium phosphate dodecahydrate
Potassium chloride

Potassium dihydrogen phosphate
Sodium chloride

Water for injections

YROAEVKO EVOILDPTLLCL.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eionloov

Xoipot.

3.2  OgpamevTikég gvocitelg Yo ka0e gidog L@ov

Evepyog avocomoinon xopidiov amd tnv nAKio Tov 2 nUepav yia TV TpoAnyn g Ovnotudtmrag Kot
N UElmOoN TOV KMVIKOV GOUTTOUATOV TNG VOGO TV OONUAT®V (10v Tpokaieital and tnv Pepotosivn
2e mov mopdyetol omd to E. coli) ko va peiwbel n ondieia g nuepnoog avénong tov Pépouvs Kotd
TV SLIPKELN TNG TEAKNG TTEPLOdOL UEYPL TV Geayn, e&attiog Aowwméewv amd v E. coli oand mov

napdyet Petotoéivn 2e, amnd v nAkia Tov 164 nuepmv.

Eykatdotaon avociog: 3 efdopddeg petd tov epfoilacud.
Awpkela avociog: 16 efdouddeg puetd tov epPolaco.

3.3  Avrevositeg

Noa unv ypnowomoteitar oe 7epimtoon vrepeLOIcONciag ©T0 JPACTIKO GUOTOTIKO, GTIC
OVOGOEVIGYVTIKEG OVGIEG 1) GE KATO0 Od TOL EKJOYOL.



3.4 E101kéc mpoELdOTONGELS
Na eppordlovtor pévo vy {oa.
3.5 Iowitepeg mPpoPUAAEEIS KATA TN Y P1ioN

[dwaitepec TPOPLAGEELS YO TV 0o@aAn ypron oto £idn (owmv:

Agv 1oyVet.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopavovial ard To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOidV o {ma:

Agv 16y0€L.

Id1oitepeg mPOoOLAGEELC Y10l TV TPOGTAGLO. TOV TEPPAALOVTOC:

Agv 1oyVet.

3.6 AvemOvpnta coppavra

Xoipot:
TIoAd cuyvé dleypovn oto onueio g éveonc!, kotdmtmon?, ovEnuévn
Oepuoxpacio’
(>1 oo / 10 vrd Bepancio (oa):
o\ orévio. Avrtidpaon vrepevaicnociog (m.y. EUETOG, KATAKAIOT,

onocpoi, MjBapyog ko amdAelo cuveidnonc?
(<1 Lo / 10.000 vmo Bepancia {oa,

GUUTEPIAAUPAVOLEVDV TWV
LELOVOUEVOV AVAPOPDV):

"Hma pheypovi 6to onueio g éveong (Stopétpov < 5 cm) mov cuvidmg VIToYMPEL EVIOS TPIOY NUEPDY
petd tov epPfortocud diywg Oepamneia.

Hmo kotdrtoon Kotd Ty nuépo Tov eUBoracuon.

Mopamprdnke avénon e Oepuoxpaciog kotd péyoto 1,1 °C. O Bepuoxpacieg emovidav 610
(QVOIO0AO0YIKO eVTOG 24 POV,

*Avtidphoeig vrepevatctnoiog pmopel va eppaviotodv péco oe AMya Aemtd petd tov euporiocud. Ta
Lo apyilovv wg enl to TAeioTov va avappdvovy Luéca og epimov 15 Aentd. Xe mepintwon cofoapadv
OVTIOPAGEMY OVOPLANKTIKOD TOTTOV, GUVICTATOL KOTAAANAN Oy®y.

H avagopd oavemBOountwv coppdviov eivar onpoavtiky. Emutpénet m ocvveyn mopoakoiobOnorn g
UOQUAELNG EVOC KTNVIOTPLKOD QOPUAKEVTIKOD TPOidvTog. O ovapopEG TPETEL VAL AMTOGTEAALOVTAL, KATH
TPOTIUNOT HECH KTNVIATPOV, EITE GTOV KATOYO TNG GOE0G KUKAOPOPIOG 1| GTOV TOTIKO AVTIITPOCHOTO
TOV gite oTNV €0vIKN aprddio apy LEG® TOL EBVIKOD GLGTHUATOG AVOEOPAS . AvaTpeLte 6T PUALASI0
TNG CLGKEVAGIOG Y10 TO AVTIGTOL( O GTOLYEID EMKOVOVIOG.

3.7 Xpion katd TNV KONG61), TN Yorov)ia 1] TNV MOTOKId,

H aocedielo 100 KINVIOTPIKOD QAPLOKELTIKOD TTPOTOVTOG 0V £xel amoderyfel Katd 1 dldpKeLo TG
KONONG TNG YOAOLYiOG.

Kvnon kot yoiovyia:

Agv cuvioTdTon 1) XPNON KATA TN SLAPKELD TNG KONONG KOl YOAOVYiOG.



3.8 Alniemiopaon pe ALY QUPUOKEVTIKA TPOTOVTO KAl AALES HOPPES UAMAETTIOPUGTG

Agv vrtdpyovy TANPOPOPIES GYETIKA LLE TNV OCPAAELN KL TNV OTOTEAEGLOTIKOTNTO OO TNV PN OT| TOV
gv A0y gpuPoiiov pe omolodnmote dALO KTnviaTpikd @dppoako. H amdeaocn yia ) yopnynon tov gv
AOY® gUPoAiov TPV 1 HETA ad T YOPTYNOT OTOLOONTOTE GAAOL KINVIOTPIKOD QapLaKov, Oa mpémet
va Aapfdvetal kotd mepintmon.

3.9 Oodoi yop1ynong kot docoroyia

Evdopvikn yprion.

Aognote 10 euPodio va EABeL og Beppokpacio dwpatiov (15 °C-25 °C) mpv amd ™ yoprynon.
AvoxKiviote KoAd Tpv oo T ypnon.

Xopnynote pio udvo gvdopvikn éveon tov 1 ml 6tovg pdEg Tov TPAYNAOL.

3.10 ZoprtOpaTe VTEPIOGOA0YINS (KOl KATH TEPITTMGT, PETPA UAVTIHETMOTLONG KOL AVTIOOTA)

Agv vapyovv dabéciueg TAnpopopiec.

3.11 Ewwoi mepropiopoi ypione kov €WOKESG ovvOkeg ypnong, ovpmeprioppavopévov
TEPLOPIOCUAOV  GTN]  YPNOT  OVTIUIKPOPLOKDOY KOl  OVTITOPUOLTIKOV  KTNVIWTPLKAOV
PUPRAKEVTIKAV TPOTOVTOV TPOKEUEVOD VO TEPLOPLOTEL 0 KIVOVVOS AVATTVENS GVTOYNGS

Agv 1oy0et.

3.12 Xpdvor avapovig

Mndév nuépec.

4. ANOXOAOTI'IKEX IAHPO®OPIEX

4.1 Kodwkog ATCvet: QI09AB02.

To gpfoio, mov anoteheiton omd avacvvdvacuUEvn Pepoto&ivn 2e, dlEYEipeL TV EVEPYNTIKY OvOGCia
évavtt g to&ivng VT2e 1 onoio Tapdyetal omd ToV OLToA0YIKO TpdyovVTa TS VOGOV TOV OL0NIOTOG
o1ovg yoipovg. Ta gufoiacuéva {oa givar og BEon va eovdetepmdvouy v Toéivn VT2e.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kuopieg aooppatotnreg

Noa pnv avoperyvoetat pe QA0 KTNVILTPIKO GAPLLOKO.

5.2 Awpkero (ong

Augpreta {ONG TOL KTNVIATPIKOV QAPUAKEVTIKOD TPOIOVTOS COUPMVA LE T1 GLCKELAGIO TMOANONG:

3 xpovia

Avgpreta {ong petd 1o TpdTo dvorypa tng oToyElddovs cuokevaciog: 10 dpec.

5.3 Iowitepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG

Na puAdooetorl Kot vo petapépetor og yoyeio (2 °C — 8 °C).

No punv Katoyvyetol.
No puAACoETAL TPOGTOTEVUEVO OO TO POC.



5.4 ®@bon kal 6HVOES TGS GTOLYELDOOVS GVOKEVUGIOG

OroAidto tolvabvieviov (PET) twv 10, 50, 100 kot 250 ml.
Ta roAido eivar Khelopéva pe ELaoTikd ToU BpmUoBouTuAiov Kot KamdKt oAovpviov.

Xaptvo kouti pe 1 graAidio 10 d6cewv (10 ml).
Xaptwo kovuti pe 10 groridwo 10 d6cewv (10 ml).
Xaptvo kouti pe 1 eraAidio 50 d6cewv (50 ml).
Xdaptwvo kovuti pe 1 prarido 100 d6cemv (100 ml).
Xdaptwvo kovuti pe 1 raAioo 250 d6cemv (250 ml).

Mmropei va, unv KuKAOPOPOUV OLEG Ol GLOKEVAGIES.

5.5 Ewdwkég Tpoura&elg amoppryng evog pun ypnoipomot)0£viog KTNVIOTPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GAALOV VAKOV TTOV TPOEPYOVTUL A6 T1) Y P1)G1] TOL TPOIOGVTOS, UV VTAPYOVY

Ta eapuaxe dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV | TOV OIKIAKOV OTOPANTOV.
XpNOUOTOMGTE TPOYPAUUNTO ETOTPOPNC PAPUAK®Y YO TNV AmOPPIYN UN YPNOoTonfEvTmv
KTNVIOTPIK®OV POPUUKEVTIKOV TPOIOVTIOV 1 GAADV VAIK®V OV TPOEPYOVTIOL OO Th YPNOT TOVG
CUUPMOVO, € TIG TOTIKEC GMOLTNOELS Kot Ue TuxdV €0vikd GLGTANATA GLAAOYNG TTOL 1oYHOLV YU T
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTOA.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/17/214/001-005

8. HMEPOMHNIA NPQTHE EI'KPIXHX

Hpepounvia Ing éyxpiong: 17/08/2017

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX [EPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopryeitar LOVOV e KTNVIOTPIKT GLVTAYT].

Agntopepeic mANpopopies Yo To €V AOY® KINVIOTPIKO QAPUAKELTIKO TPoiov givan dabéoiueg otn Paon
dedopévav g EE yua o kinviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary
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AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX

Kavévac.



ITAPAPTHMA II1

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EINIXHMANXH



IMAHPO®OPIEX I1OY ITPEITEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptivo kovti pe grariowo 10 x 10 366wV
Xaptivo kovti pe grariown 10, 50, 100 1 250 d6cemv

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

VEPURED gvécipo evaicdpmpa yio xoipovg

2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kdabe d060om tov 1 ml mepiéyet:
Avacuvdvacuévn Pepoto&ivn 2e g E. coli RP>1,50

3. YYXKEYAXIA

10 d6ceig (10 ml)

50 06c¢1g (50 ml)

100 d6c¢1g (100 ml)
250 d60¢1c (250 ml)
10 x 10 66c¢€15 (10 ml)

4. EIAOX(H) ZQOY(QN)

Xoipot.

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHIHX

Evdopwikn xpnon.

7. XPONOI ANAMONHX

Xpovog avapovig: Mndév nuépec.

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to TpdTo dvorypa ypnon eviog 10 opec.



9. EIAIKEX XYNOHKEX AIATHPHXHX

Na @UAACCETOL KOt VO LETOPEPETAUL GE YLYELD.
No unv Katoydyetot.
Noa puAAcoETAL TPOGTUTEVUEVO OO TO PG,

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHT'TQN XPHXHX ITPIN AITIO TH XPHXH»

Awfaote T0 PUALO 0INYIOV XPNOTG TPV 0T TN YPNOT).

‘ 11. OI AEEEIX «<AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH>»

ATOKAEIOTIKA Y100 KTNVIOTPIKN (PNOM.

12. OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA TTAIAIA»

Na puidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/17/214/001 (10 86ceic (10 ml))
EU/2/17/214/002 (50 86ce1¢ (50 ml))
EU/2/17/214/003 (100 36ce1g (100 ml))
EU/2/17/214/004 (250 36ce1c (250 ml))
EU/2/17/214/005 (10 x 10 860¢1¢ (10 ml))

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuoc}
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA

®roriowo 100 1 250 d66s@V

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

VEPURED gvécipo evaidpmpa yio xoipovg

2. YXYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kabe 660om tov 1 ml mepiéyst:
Avacuvvdvacuévn Pepoto&ivn 2e g E. coli RP>1,50

3. EIAOX(H) ZQOY(QN)

Xoipot.

‘ 4. OAOI XOPHI'HXHX

Evdopwikn xpnon.
AwPaote T0 PUALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

‘ 5. XPONOI ANAMONHX

Xpovog avapovig: Mndév nuépec.

‘ 6. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to TpidTo dvorypa ypnon evtog 10 opec.

7. EIAIKEYX XYNOHKEX AIATHPHXHX

Na QUAACCETOL KOl VO LETOPEPETUL GE YVYETLO.
No unv Katoydyetot.
Na puAAcoETAL TPOGTUTEVUEVO OO TO PMC.

8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

‘ 9. APIOMOZX ITAPTIAAX

Lot {apOuog}
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10. TMEPIEXOMENO KATA BAPOX, KAT' O'KO 'H KAT' APIOMO AOXEQN

100 d6c¢1g (100 ml)
250 660¢1g (250 ml)
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

®rariowo 10 1 50 666V

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

VEPURED

2. NNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Avacvvovaouévn Bepoto&ivn 2e ¢ E. coli RP > 1,50 avé ml.

‘ 3. APIOMOZX ITAPTIAAX

Lot {apOuoc}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

Metd to mpdTo dvorypa yprion evtog 10 opec.

5. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

10 d6ceic (10 ml)
50 d6c¢1g (50 ml)

13



B. ®YAAO OAHT'TQN XPHXHX

14



OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

VEPURED gvécipo evaidpmnpa yio xoipovg

2. 2ovleon

Kdabe 060om tov 1 ml mepiéyet:

APOOTIKO GVGTATIKO:

AvacuvoLaoUEVT BEPOTOEIVI 2€ TOV E. COMi..oeveiiieiiieeiee e RP* > 1,50
*RP — oyetikn dpootikdtnra (ELISA)

AVOGOEVIGYVTIKES 0VGI0ES:

Aluminium hydroxide 2,117 mg (apyiiio)

DEAE-dextran 10 mg

YTOAEVKO EVEGIIO EVOLDPTLLQL.

3. Eion Loov

Xoipot.

4. OepoamevTiKég evosierg

Evepyog avocomoinon yopidicov amd tnv nAkio Tov 2 nuepav yia Ty TpoAnyn g Bvnoiudtrag Kot
T HEi®oN TV KAVIKOV CUUTTOUAT®V TNG VOGOV TwV odNUdtov (Tov tpokaieital amd v fepotosivn
2e ov wapdyetor amd to E. coli) kKo va peiwbel 1 andAglo Tov NUEPGLOL KEPAOLS PApovg KT TNV
SlapKel TG TEMKNG TEPLOOOL GTNV (ACT AoUDEE®V L TNV Topaywyn Petoto&ivng 2e and to E. coli
UEXPL TV GQayn amd TV NAKia tov 164 nuepdv.

Eykotdotaon avociog: 3 gfdopddeg petd tov epfoiiocpo.

Awgpketlo avociog: 16 gfdopadeg petd Tov uPoilacuo.

5. Avtevoeigeag

Noa punv ypnotponoteital og mepintmon vrepevaustnciog 6T dPAcTIKA CLOTATIKA, 6TO TPOGHETA 1) O
K010 OO TO, EKO0YOL.

6. Ewdwkég mposidomonjoelg

Ewwéc mpoeidonomoeic:
Na epporalovtor povo vy {oa.

Eyxvpoctvn kot yorovyio:

H ao@dielo 100 KINVIOTPIKOD QAPLOKEVTIKOD TTPOTOVTOG 0V £xel amoderyBel Katd Tn dldpKelo TG
KONoNG TG Yorovyiog.

Agv GuVIoTATOL 1) XPNON KOTA TN SLAPKELD TNG KONONG KOl YOAOVYiOG.
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AlMnAenidpaon pe GAAL QOPLOKEVTIKA TPOTOVTA Kol AALEG HOPPES aAANAETIOpAOTC:

Agv VTap)ovV TANPOPOPIEG GYETIKA LE TNV OCPAAELO KOL TNV OTOTEAECUATIKOTNTA OTO TV ¥P1 oM TOV
gv AOym gpPoiiov pe omolodnmote dALO KTnviaTpikd @dppako. H amdeaocn yia ) yopnynon tov &v
AOY® gpPoiiov TPy N PHETA OO T OPTYNOT OTO0ONTOTE AAAOD KTNVINTPIKOD Qapudkov, Bo mpénet
va Aappdvetot Katd mepintwoon.

Kvpiec acvpfatdreg:
No punv avopelyvoetat pe GAAO KINVIOTPIKO QAPLLOKO.

7. AvemOounta coppavra

Xoipou

[ToAv cuyva (>1 (oo / 10 vrd Bepancio {ma):

Dreypovn g 0éong éveong', katootodi?, avénuévn Bepuoxpacio’

IToAv omdvia (<1 o / 10.000 vid Oepameio (Do, CLUTEPTAAUPAVOUEVOVY TOV UELOVOUEVOY
aVaPOPOV):

Avtidpaon vrepevoicdnoiog (m.y. uetog, katdkiion, onacpoi, ABapyog kot amdAeta cvveidnonct

"Hmio pAeypovi] 670 onueio g éveong (Srapétpov < 5 cm) mov cuviBmg voywpet VIO TPLOY NUEPGOV
petd tov epPfortocud diywg Oepameia.

ZHmo, kordOAym Kotd TV nuépo. Tov ERBoAacuo.

SMopamphdnke avénon g Bepuoxpaciog kotd péyoto 1,1 °C. O Bepuoxpacieg emoviddav 610
(QVOIO0AO0YIKO EVTOG 24 WPOV.

*Avtidphoeig vepevatcOnoiag pmopel va eppaviotodv péco oe AMya Aentd petd tov epPforiocud. Ta
Lo apyilovv wg enl to mAeioTov va avappdvovy Léca og tepimov 15 Aentd. Xe mepintwon cofapadv
AVTOPACE®V OVOPLAAKTIKOD TOTTOV, GLVIGTATOL KATAAANAN Bepamneia.

H avagopd oavemBountwv cvpPdviov eivar onpoavtiky. Emutpénet ) ocvveyn mopoakoiodOnorn g
ao@aAELng evoc Tpoidvtog. Edv moapatnpfioete omoladnmoTe avemBOUNTY EVEPYELD, AKOUO KOl OV OEV
OVAQPEPETOL OTO EGOKAEIGTO PVAAO 00T YLDV YPNONG N OUPIPAALETE Y10 TNV OTOTEAEGLOTIKOTITO, TOV
Qopudaxov, mopokaAeiche vo emikovovioete, Katapyds, e TOV KTviatpo cog. Mropeite eniong va
OVOQPEPETE OTTOLOONTOTE AVETIOOUNTO GLUPAVTO GTOV KATOYXO TNG AOELNG KUKAOQOPIOG 1| GTOV TOTKO
OVTITPOCHOTO TOV KATOYOL TNG AOEWS KUKAOPOPIOG YPTOLUOTOIMVTOS T0 GTOLEIN EMKOWVMVINS GTO
TEAOG AVTOV TOV PUAAOL OONYIDV ¥PNONG, N LEC® TOL €BVIKOD GG GLGTHATOS aVaPOPAC: {oTolyeia
€0v1KoH CLGTNOTOC OVOPOPEC}.

8. Aocoloyia Yo ka0 €100, TPOTOS KU1 0001 YOP1YNONG
Evdopwikn xpnon.

Xopnynote pia povo gvoopikn éveon tov 1 ml otovg pdec tov TpaymAov.
9. Oonyieg Yo T 66T Lopiynon

Aopnote to euporio va €lBet oe Bepuokpacio dopatiov (15 °C-25 °C) mpwv amd ™ xopnynon.
Avakwvnote koAl Tpv omd T (pnon.
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-i-adverse-event-phv-mss-reporting-details_en.docx
https://www.ema.europa.eu/documents/template-form/qrd-appendix-i-adverse-event-phv-mss-reporting-details_en.docx

10. Xpodvor avapoviig

Mndév nuépeg.

11. EIAIKEX XYNOHKEX AIATHPHXHXZ
Na euAdooetol o 06om, TV onoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadLd.

Na puidooetal kot vo petapépetal og yoyeio (2 °C — 8 °C).
No punv Katonyvyetol.
Noa @UAACCETOL TPOSTATEVUEVO OTTO TO POC.

Noa pn ypnoyomoteitor qvtd TO KINVINTPIKO QOPHOKEVTIKO TPOIOV PETA TNV MuUepopnvia ARENg mTov
avoypdoeetor oty etkéto petd Exp. H nuepounvia AMéemg ovumintel pe v tedevtaio nuépo tov

GUYKEKPUEVOL U VOl

Awdpketo {ong PETA TO TPMTO Gvorypo TOL ARecoL teptéktn: 10 dpeg.

12. Ewwkég mpo@uracers amoppryng
Ta eapuaKo dev TPETEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1) TOV OIKIOK®OV OTOPANTOV.

XPpNOOTOOTE TPOYPALLATO ETICTPOPNC QUPUAK®Y Yoo TNV Oamdppyn 1N YPNOLOTomOEvTmv
KTNVIOTPIKOV QOPLOKELTIKOV TPOTOVI®OV 1 GAA®Y LAIKOV TOV TPOEPYOVTOL OO Tr YPNoN TOVG
GOV, LLE TIG TOTIKES OTOITNOELG KOl LE TUYOV 1oybovTa €8viKd cuothiuata cuAAoync. Ta pétpa avtd
OTOCKOTOVV GTNV TPOCTAGIN TOL TEPPAAAOVTOC.

YvpPovrevbeite tov KkMVIOTPOd GOG TOV  QPOPUOKOTOWD GOG YOO TOV TPOTO OmOPPWIG TOV
YPNOUOTOMNOEVTOV QUPUAK®Y.
13. Ta&vépnon TOV KTNVIATPIKOV QUPRIKEVTIKOV TPOIOVTMV

Na yopryeitar LOvov pe KTNVIOTPIKE GUVTAYT).

14. ApwOpoi doc1og KVKLOQOPIOG KOl GVGKEVHGIEG
Ap1Buoi ddeiag kokhoeopiag: EU/2/17/214/001-005

Meyé0n cuokevaciog:

Xaptvo kovuti pe 1 @rarido [MoivarBvrévio (PET) 10 d6cemv (10 ml).
Xaptwo kovti pe 10 groridio PET 10 d6cewv (10 ml).

Xaptwvo kovuti pe 1 graridwo PET 50 docewv (50 ml).

Xaptwvo kovuti pe 1 grarioo PET 100 d6cewv (100 ml).

Xaptwvo kovti pe 1 grarioo PET 250 d6cewv (250 ml).

Mmropei va unv KokKAOQPOpoUV OLEG 0L GLOKEVAGIES.

15. Hpepopnvia teievtaiog avade®pnong 1oV QUALOV 03NYIAV YP1ONG

{HH/MM/EEEE}
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Aemtopepeic TANPoPopieg Yo TO eV AOY® KTNVIOTPIKO QpPUAKEVTIKO TPoiov givor dabéoieg otn faon
dedopévarv g EE yua ta ktnviatpikd poidvta (https://medicines.health.europa.eu/veterinary).

16. Xtoyycio emkolvoviag

Kéroyoc tng ddsiog KukAoQopiog TapacKeLaoTnC VTELHVVOC Y10 TNV ATOOEGUEVGT] TOV TOPTIOMV Kol
OTOLYELOL EMKOWOVIOS Y10 TNV 0vaQopd THovoAoYoOUEV®V OVETLOOUNTOV EVEPYEIDV:

LABORATORIOS HIPRA, S.A.
Avda. la Selva, 135

17170- AMER (Girona)

SPAIN

TEL: +34 972 43 06 60

I'a omoladmote TANPOPOPIL GYETIKA LLE TO TOPOV KTNVINTPIKO PUPLOKEVTIKO TPOTOV, TapakaieicOs
va amevBuvheite GTOV TOTIKO AVTITPOGMITO TOV KATOYOL TG AOEL0C KUKAOPOPING.

Tomkol ovTUTPOoMTOL KOl GTOLYEIO. ETKOVMVIOS Y10 TNV 0va@opa THovoloyoOUeveV ovemfOUnT®V
EVEPYELDV:

Belgié/Belgique/Belgien Lietuva

HIPRA BENELUX NV LABORATORIOS HIPRA, S.A.
Nieuwewandeling 62 Avda. La Selva 135

9000 Gent 17170 Amer (Girona)

BELGIE ISPANIJA

Tel: +32 09 2964464 Tel: +34 972 43 06 60
Peny0auka bnarapust Luxembourg/Luxemburg
LABORATORIOS HIPRA, S.A. HIPRA BENELUX NV

Avda. La Selva 135 Nieuwewandeling 62

17170 Amer (Girona) 9000 Gent

NCITAHUWA BELGIQUE

Ten: +34 972 43 06 60 Tel: +32 09 2964464

Ceska republika Magyarorszag

HIPRA SLOVENSKO, s.r.o. LABORATORIOS HIPRA, S.A.
Zochova 5, Avda. La Selva 135

811 03 Bratislava, 17170 Amer (Girona)
SLOVENSKO SPANYOLORSZAG

Tel: +421 02 32 335 223 Tel: +34 972 43 06 60
Danmark Malta

LABORATORIOS HIPRA, S.A. LABORATORIOS HIPRA, S.A.
Avda. La Selva 135 Avda. La Selva 135

17170 Amer (Girona) 17170 Amer (Girona)

SPANIEN SPANJA

Tel: +34 972 43 06 60 Tel: +34 972 43 06 60
Deutschland Nederland

HIPRA DEUTSCHLAND GmbH HIPRA BENELUX NV

Am Wehrhahn 28-30 Nieuwewandeling 62

40211 Diisseldorf 9000 Gent

DEUTSCHLAND BELGIE

Tel: +49 211 698236 -0 Tel: +32 09 2964464
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Eesti

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
HISPAANIA

Tel: +34 972 43 06 60

E\rada
HIPRA EAAAX AE.

Aewo. ABnvav 80 & Mnpidvov 2-4,
104 41 Kolwvog - AGHNA - EAAAX

TnA: +30 210 4978660

Espaiia

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

ESPANA

Tel: +34 972 43 06 60

France

HIPRA FRANCE

7 rue Roland Garros, Batiment H
44700 - Orvault -

FRANCE

Tél: +33 02 51 80 77 91

Hrvatska

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
SPANJOLSKA

Tel: +34 972 43 06 60

Ireland

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60

Island

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANN

Simi: +34 972 43 06 60

Italia

Hipra Italia S.r.1.
Enrico Mattei, 2
25030 Coccaglio (BS)
ITALIA

Tel: +39 030 7241821
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Norge

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

TIf: +34 972 43 06 60

Osterreich

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Disseldorf
DEUTSCHLAND

Tel: +49 211 698236 — 0

Polska

HIPRA POLSKA Sp.z.o.0.

Ul. Wincentego Rzymowskiego 31
02-697 Warszawa - POLSKA
Tel: +48 22 642 33 06

Portugal

HIPRA ANIMAL HEALTH PORTUGAL,
PRODUTOS FARMACEUTICOS, LDA
Portela de Mafra, Abrunheira

2665 — 191 Malveira - PORTUGAL
Tel:+351 219 663 450

Roméania

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

Tel: +34 972 43 06 60

Slovenija

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIJA

Tel: +34 972 43 06 60

Slovenska republika
HIPRA SLOVENSKO, s.r.o.
Zochova 5,

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

Suomi/Finland
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
ESPANIJA

Puh/Tel: +34 972 43 06 60



Kvbmpog

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
IZITANIA

TnA: +34 972 43 06 60

Latvija

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
SPANIJA

Tel. +34 972 43 06 60
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Sverige

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel. +34 972 43 06 60

United Kingdom (Northern Ireland)
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60



	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	ΠΑΡΑΡΤΗΜΑ ΙΙ
	A. ΕΠΙΣΗΜΑΝΣΗ
	B. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ

